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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
21  CFR  Part  801 
[Docket  No.  80N-0425] 

Menstrual  Tampons;  User  Labeling 
agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a 
proposed  rule  which,  if  adopted,  would 
require  a  statement  in  the  labeling  of 
menstrual  tampons  warning  users  that 
toxic  shock  syndrome  (TSS),  a  rare  but 
serious  and  sometimes  fatal  disease,  is 
associated  with  the  use  of  tampons,  the 
proposed  warning  statement  would 
advise  tampon  users  how  they  could 
almost  entirely  eliminate  or  greatly 
reduce  the  risk  of  TSS.  The  proposed 
warning  statement  would  also  advise 
tampon  users  of  steps  to  take  if  the 
symptoms  of  the  disease  appear. 
dates:  Written  comments  on  or  before 
November  20, 1980.  FDA  intends  that  the 
final  regulations  will  be  effective  60 
days  after  the  date  of  publication  of  the 
final  rule. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Lawrence  Kobren,  Bureau  of  Medical 
Devices  (HFK-310),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7222. 
SUPPLEMENTARY  INFORMATION.  Toxic 
shock  syndrome  (TSS)  is  a  recently 
recognized  disease  that  occurs  most 
often  in  menstruating  women  under  30. 
TSS  is  closely  associated  with  the  use  of 
tampons.  The  disease  is  serious  and  can 
result  in  death.  TSS  is  believed  to  be 
caused  by  a  bacterium,  Staphylociccus 
aureus.  The  early  symptoms  typically 
begin  with  a  high  fever  (102”  F  or 
higher),  and  vomiting,  or  profuse  watery 
diarrhea.  TSS  is  sometimes 
accompanied  by  sore  throat,  headache, 
and  muscle  pain.  The  disease  is 
characterized  by  a  rapid  drop  in  blood 
pressure  and  shock.  "The  patient  usually 
develops  a  sunbum-like  rash  with 
redness  of  the  eyes  followed  within  7  to 
10  days  by  shedding  of  the  skin  of  the 
palms  of  the  hands  and  the  soles  of  the 
feet.  Based  on  information  from  the 
Centers  fro  Disease  Control  (CDC),  the 
incidence  of  the  disease  originally  was 
estimated  at  approximately  3  cases  per 
100,000  population  (Ref.  1).  According  to 
more  recent  information,  however,  this 


incidence  may  be  an  understatement 
due  to  under-reporting  and  other  factors; 
data  collected  by  the  Utah  State 
Department  of  Health  show  that,  in 
Utah,  the  incidence  of  TSS  is  10-15 
cases  per  100,000  population  (Ref.  4). 

The  mortality  rate  for  persons 
contracting  the  disease  is  estimated  to 
be  approximately  13  percent  (Ref.  1). 

CDC  initially  published  a  report 
concerning  TSS  in  its  May  23, 1980, 
Morbidity  and  Mortality  Weekly  Report 
(MMWR)  (Ref.  1).  This  report  described 
the  syndrome  and  reported  that  52  of  55 
cases  (95  percent)  of  the  newly 
recognized  illness  had  occurred  in 
women.  The  other  three  cases  were  in 
men  and  children.  A  menstrual  history 
was  obtained  from  40  of  the  52  women. 
Of  those  40  women,  38  had  onset  of 
illness  during  the  first  5  days  of  menses. 

Following  the  May  23, 1980  report, 
CDC,  the  Wisconsin  State  Department 
of  Health,  and  the  Utah  State 
Department  of  Health  designed  and 
instituted  separate  case  control  studies 
to  look  at  various  products  associated 
with  the  menstrual  cycle.  The  results  of 
these  studies  were  reported  in  the  June 
27, 1980,  MMWR  (Ref.  2).  These  studies 
also  showed  the  association  of  TSS  with 
the  use  of  tampons  by  women  during 
their  menstrual  period. 

Individual  tampon  brands  were  not 
identified  in  the  data  published  in  the 
Jime,  1980  MMWR  publication.  CDC 
designed  a  second  retrospective  case 
control  study  which  focused  on  brands 
and  was  based  on  recent  cases.  This 
study  compared  50  cases  of  TSS 
occurring  during  July  and  August,  1980, 
with  150  control  cases  (women  who  had 
not  had  the  disease  during  their  menses 
in  July  and  August).  The  results  of  the 
second  retrospective  case  control  study 
were  reported  to  FDA  on  September  12, 
1980.  The  study  showed  that:  (1)  all  TSS 
women  had  used  tampons  during  their 
menstrual  period  as  compared  to  125  of 
the  150  controls;  (2)  70  percent  of  the 
TSS  women  and  30  percent  of  the 
controls  used  Rely®  brand  tampons; 
and  (3)  reported  'TSS  cases  were 
associated  with  the  use  of  all  five 
brands  of  tampons  used  by  women  in 
the  study  (Rely®,  Playtex®,  Kotex®, 
Tampax®,  and  O.B.®)  (Ref.  3).  The 
Rely®  tampon  was  subsequently 
removed  from  the  market  by  the 
manufacturer  under  a  consent 
agreement  with  FDA. 

On  September  22, 1980,  the  results  of  a 
separate  case  control  study  conducted 
by  the  Utah  State  Department  of  Health 
were  reported  to  FDA.  This  study 
included  24  women  diagnosed  as  having 
TSS  and  71  women  used  as  controls. 

One  hundred  percent  of  the  TSS  women 
used  tampons  compared  to  80  percent  of 
the  control  women.  The  Utah  data 


indicate  that  Rely®  was  associated 
with  TSS  more  frequently  than  were 
other  brands  of  tampons. 

Also,  on  September  22, 1980,  the 
Minnesota  State  Department  of  Health 
reported  the  preliminary  results  of  its 
independent  case  control  study  to  FDA 
(Ref.  5).  The  data  in  this  study  confirmed 
the  results  of  the  CDC  and  Utah  studies 
that  tampon  use  is  associated  with  TSS. 
However,  the  Minnesota  data  did  not 
indicate  that  Rely®  was  associated 
with  TSS  more  frequently  than  were 
other  brands  of  tampons. 

While  the  scientific  evidence 
indicates  that  the  causative  agent  of 
TSS  is  Staphylococcus  aureus,  the 
pathogenesis  (origination  and 
development  of  the  disease)  in 
menstruating  women  is  not  fully 
understood. 

From  January  1980  through  October 
16, 1980,  408  cases  of  TSS  have  been 
reported  to  CDC,  40  of  which  resulted  in 
death.  Although  two  of  the  studies 
above  identified  Rely®  as  the  tampon 
most  associated  with  TSS,  all  tampon 
brands  have  been  associated  with  the 
disease  (Refs.  4  and  5). 

This  proposal  would  provide  that  any 
tampon  that  is  not  labeled  as  required 
by  the  regulation  and  that  is  introduced 
or  delivered  for  introduction  into 
commerce  after  the  effective  date  of  the 
regulation,  would  be  misbranded  under 
sections  502(a)  and  201(n)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
352(a)  and  321(n)). 

Section  502(a)  of  the  act  provides  that 
a  device  is  misbranded  if  "its  labeling  is 
false  or  misleading  in  any  particular.” 
Section  201(n)  of  the  act  provides  that, 
in  determining  whether  labeling  is 
misleading, 

(TJhere  shall  be  taken  into  account  (among 
other  things)  not  only  representations  made 
or  suggested  by  statement,  word,  design, 
device,  or  any  combination  thereof,  but  also 
the  extent  to  which  the  labeling  *  *  *  fails 
to  reveal  facts  material  in  the  light  of  such 
representations  or  material  with  respect  to 
consequences  which  may  result  from  the  use 
of  the  article  to  which  the 
labeling  *  *  *  relates  under  the  conditions 
of  use  prescribed  in  the  labeling  *  *  *  or 
under  such  conditions  of  use  as  are 
customary  or  usual. 

Based  on  the  evidence  summarized 
above  of  the  increased  risk  of  TSS 
associated  with  the  use  of  tampons, 

FDA  believes  that  failure  to  warn 
consumers  of  that  risk  in  the  labeling  of 
tampons  constitutes  omission  of  a 
material  fact  about  the  products.  Any 
such  omission  would  render  the  labeling 
for  the  products  “false  or  misleading" 
and  the  products,  therefore,  misbranded. 
The  courts  have  upheld  FDA’s  authority 
to  prevent  false  and  misleading  labeling 
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by  promulgating  regulations  requiring 
label  warnings  and  other  affirmative 
disclosures,  see,  e.g.,  Cosmetic  Toiletry 
& Frangrance  Ass’n.  v.  Schmidt  409  F. 
Siipp.  57  (D.D.C.  1976)  aff’d  without 
opinion,  Civil  No.  75-1715  (D.C.  Cir. 
August  19, 1977)  even  in  the  absence  of 
a  proven  cause  and  effect  relationship 
between  product  usage  and  harm. 
Council  for  Responsible  Nutrition  v. 
Goyan,  Civil  No.  80-1124  {D.D.C.  August 
1, 1980). 

FDA  recognizes  that  the  proposed 
warning  differs  from  the  one  the  Acting 
Director  of  the  Bureau  of  Medical 
Devices  by  telegram  dated  September 
26, 1980,  asked  manufacturers  to  use 
voluntarily.  FDA  is  considering  whether 
changes  in  that  language  are  necessary 
to  ensure  that  consumers  are  adequately 
apprised  of  the  risk  of  TSS  associated 
with  the  use  of  tampons,  the  seriousness 
and  symptoms  of  the  disease,  the 
actions  consumers  should  take  if  those 
symptoms  occur,  and  the  measures 
consumers  can  take  either  nearly  to 
eliminate  or  significantly  to  reduce  the 
risk  of  TSS. 

FDA  advises  that  manufacturers  who 
have  already  taken  voluntary  action  to 
adopt  the  warning  suggested  in  the 
September  26  telegram  or  who  adopt  the 
warning  proposed  in  this  document  will 
be  given  a  reasonable  period  of  time  if 
any  final  rule  is  issued  to  adopt  the  final 
language  of  the  warning  in  their  tampon 
labeling.  FDA,  therefore,  invites 
comments  on  whether  60  days  after  the 
date  of  publication  of  any  final  rule  is  a 
reasonable  period  of  time  for  revision  of 
a  warning  statement.  FDA  expects 
persons  who  request  a  shorter  or  longer 
effective  date  to  support  their  requests 
with  data  and  information,  as  well  as 
opinion  and  argument. 

FDA  recognizes  that  a  warning 
statement  in  the  labeling  of  tampons  is 
not  the  only  requirement  FDA  may 
impose  to  ensure  that  consumers  are 
informed  about  TSS.  FDA,  therefore, 
invites  comments  on  the  following 
questions. 

1.  In  addition  to  or  in  lieu  of  a  warning 
statement,  should  FDA  require 
manufacturers  to  include  in  each 
package  of  tampons  a  user  package 
insert  providing  more  information  about 
TSS  in  particular  and  tampon  use  in 
general?  If  so,  what,  if  anything,  should 
FDA  require  manufacturers  to  print  on 
the  outside  of  each  package  of  tampons 
to  alert  consumers  to  the  existence  of  a 
user  package  insert  inside  the  package? 
What  topics  should  a  user  package 
insert  address?  What  information  about 
TSS  not  included  in  the  proposed 
warning  should  be  presented  in  a 
package  insert? 


2.  In  addition  to  or  in  lieu  of  a  warning 
statement  or  a  user  package  insert, 
should  FDA  require  manufacturers  to 
provide  retail  establishments  warning 
notices  about  TSS  for  display  at  the 
point  of  sale? 

3.  In  addition  to  or  in  lieu  of  a  warning 
statement,  a  user  package  insert  or  a 
point  of  sale  warning  notice,  should 
FDA  require  manfacturers  to  provide 
retail  establishments  TSS  brochures  or 
pamphlets  for  consumers  to  obtain  at 
the  point  of  sale. 

4.  Proposed  §  801.430(e)  provides  that 
any  menstrual  tampon  that  is  not 
labeled  as  requred  by  the  regulation  and 
that  is  introduced  or  delivered  for 
introduction  into  commerce  after  the 
effective  date  would  be  misbranded. 

The  regulation  would  thus  require  that 
persons  who  reintroduce  or  redeliver 
tampons  for  introduction  into  commerce 
after  the  effective  date,  relabef  the 
products  before  shipment.  Is  this 
necessary?  Are  there  alternative  means 
by  which  FDA  can  assure  that  the 
consumer  is  made  aware  of  the 
information  in  the  warning? 

5.  What,  if  any,  statements  about  TSS 
or  tampon  use  should  FDA  prohibit  in 
the  label  of  labeling  of  tampons? 

6.  Should  FDA  establish  a  procedure 
by  which  a  manufacturer  may  petition 
FDA  to  grant  an  exemption  from  the 
requirements  of  any  final  rule?  If  so, 
what  criteria  should  FDA  apply  in 
determining  whether  to  grant  an 
exemption? 

The  background  information  on  which 
this  proposed  regulation  is  based  is  on 
file  in  FDA’s  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  in  that  office  between  9  a.m.  and  4 
p.m.,  Monday  through  Friday.  On 
October  10, 1980,  the  Obstetrics- 
Gynecology  Device  Section  of  the 
Obstetrics-Gynecology  and  Radiologic 
Devices  Panel,  and  FDA  advisory 
committee,  held  an  open  discussion  of 
issues  related  to  tampon  use.  Data 
submitted  to  the  Panel  and  the  transcript 
of  the  Panel  meeting  will  be  included  in 
the  background  information  as  soon  as 
it  is  available. 

FDA  believes  that  the  association  of 
tampons  with  TSS  is  a  public  health 
problem  that  needs  to  be  dealt  with 
promptly.  The  agency,  therefore,  finds  in 
accordance  with  §  10.40(b)(2)  (21  CFR 
10.40(b)(2))  that  good  cause  exists  to 
reduce  the  comment  period  for  this 
proposal  from  60  to  30  days. 

The  agency  has  determined  under  21 
CFR  25.24(d)(13)  (proposed  December 
11, 1979;  44  FR  71742)  that  this  proposed 
action  is  of  a  type  that  does  not 
individually  or  cumulatively  have  a 
significant  impact  on  the  human 
environment.  Therefore,  neither  an 


environmental  assessment  nor  an 
environmental  impact  statement  is 
required. 
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Therefore,  under  the  Federal  Food 
Drug,  and  Cosmetic  Act  (secs.  201(n) 

502,  701(a),  52  Stat.  1041  as  amended, 
1050-1051  as  amended,  1055  (21  U.S.C. 
321(n),  352,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  it  is  proposed 
that  Part  801  be  amended  by  adding  new 
§  801.430,  to  read  as  follows; 

§  801.430  User  labeling  for  menstrual 
tampons. 

(a)  This  section  applies  to  scented  or 
scented  deodorized  menstrual  tampons 
as  identified  in  §  884.5460  and  unscented 
menstrual  tampons  as  identified  in 

§  884.5470  of  this  chapter. 

(b)  Examination  of  available  data 
shows  that  the  occurrence  of  toxic  shock 
syndrome,  a  rare  but  serious  disease,  is 
associated  with  the  use  of  menstrual 
tampons.  To  protect  the  public  and  to 
minimize  the  serious  effects  of  toxic 
shock  syndrome,  menstrual  tampons 
must  be  labeled  with  a  warning  that 
alerts  users  to  the  risk  of  toxic  shock 
syndrome  and  encourages  them  to 
obtain  prompt  medical  attention  when 
the  early  symptoms  of  the  disease  are 
observed. 

(c)  The  warning  statement  required  by 
paragraph  (d)  of  this  section  shall 
appear  prominently  and  conspicuously 
on  the  principal  display  panel  of  the 
package  label.  The  warning  statement 
shall  be  printed  in  bold  letters  and  shall 
be  enclosed  by  lines  forming  a  rectangle 
in  an  area  separated  from  other  written 
printed  or  graphic  matter.  The  height  of 
the  printed  letters  comprising  the 
warning  statement  required  by  this 
section  shall  not  be  less  than  Vie  of  an 
inch. 

(d)  The  warning  statement  shall  read: 

WARNING:  Tampons  have  been 
associated  with  Toxic  Shock  Syndrome,  a 
rare  disease  that  can  be  fatal.  You  can  almost 
entirely  avoid  the  risk  of  getting  this  disease 
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by  not  using  tampons.  You  can  reduce  the 
risk  by  using  tampons  on  and  off  during  your 
period.  If  you  have  a  fever  of  102°  or  more, 
and  vomit  or  get  diarrhea  during  your  period, 
remove  the  tampon  at  once  and  see  a  doctor 
right  away. 

(e)  Any  menstrual  tampon  that  is  not 
labeled  as  required  by  this  section  and 
that  is  introduced  or  delivered  for 
introduction  into  commerce  after  (a  date 
60  days  after  date  of  publication  of  a 

final  rule)  is  misbranded  pursuant  to  .  , 

sections  502(a]  and  201(n}  of  the  act. 

Interested  persons  may,  on  or  before 
November  20, 1980  submit  to  the 
Dockets  Management  Branch  {HFA- 
305),  Food  and  Drug  Administration,  Rm. 

4-62,  5600  Fishers  Lane,  Rockville,  MD  i 

20857,  written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 

individuals  may  submit  one  copy.  I 

Comments  are  to  be  identified  with  the  i 

Dockets  Management  Branch  docket 

number  found  in  brackets  in  the  heading  .  • 

of  this  document.  Received  comments 

may  be  seen  in  the  office  above  between 

9  a.m.  and  4  p.m.,  Monday  through 

Friday. 

In  accordance  with  Executive  Order 
12044,  as  amended  by  Executive  Order 

12221,  the  economic  effects  of  this  . 

proposal  have  been  carefully  analyzed, 

and  it  has  been  determined  that  the 

proposed  rulemaking  does  not  involve 

major  economic  consequences  as 

defined  by  that  order.  A  copy  of  the  -  | 

regulatory  analysis  assessment  i 

supporting  this  determination  is  on  file  ' 

with  the  Dockets  Management  Branch, 

Food  and  Drug  Administration.  .  3 

Dated:  October  16, 1980. 

Mark  Novitch,  i 

Acting  Commissioner  of  Food  and  Drugs.  | 
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